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Guidance for Food and Drug Administration Field Qff@@n, “eegulatory 

Procedures Manuql, Chapter 9, Subchapter, ‘Import for Export”‘; Availability 

AGENCY: Food and-Drug Administration, HHS. 

ACTION: Notice. 

SUMMARY: The Food and-Drug Administration (FDA) is announcing the 

availability of a final guidance for FDA, Field cyffices,e~~~~~~e4~,~Pegulatory 

Procedures Manual, Chapter 9, Subchapter, ‘Import for Export’.” This final 

guidance is a revision of the. FDA Office of Regulatory Affairs’ Regulatory / **wme *m / ,*,a -i&d Ia~” ,,“kX ,,*... “4 :‘;“l *,,- 

Procedures Manual, Chapter 9, “Import Operations/Actions,” Subchapter, 

“Import for Export, ” to provide guidance to the FDAField Offices regarding ‘L./j I. ,“-+. “.., /. , 

the handling of products offered for import into the United States under 

section 801(d)(3) of the Federal F,ood, Drug, and Cosmetic Act (the act). The 

revision is necessary becaus.e of the enact-ment ‘of s,e$i.on 322 ,of the Publ~ic 

Health Security and Bioterrorism P,reparedness and Response Act of 2002, 

Public Law >07---188, signed into law on June 12, 2002. Section 322 amends 

section 801(d)(3) of the act and is effectivg September 9,2002. 

DATES: General commentson agency guidance documents are welcome at “Y I f I,/ ~ I ,,. /“. , ,i: L ..I .,, _* 

time. 

ADDRESSES: Subm.it +tten8requests for single copies of the guidance to the 

Division of Import Operations and,Pohcy (HFC-170), Office of Regulatory 

Affairs, 5600 Fishers Lane, Rockville, MD 20857. send one s,elf;c?ddressed >.” 
0~02236 



adhesive label to assist that office~,~n proCessing your requests. Submit written 

comments on the guidance to the DoFkets Management Branch (HFA-305), 

Food and Drug Administration, 5630 Fishers Lane, rm. 1061;.Rockville, MD 

20852. Submit electronic comments,:t,o, http://www.fda.gov/dockets/ 

ecomments. See the SUPPLEMENTARY lNW?MATloN section fo’ &?$g?gic ,,.: $g+g 9 .+ ., ..- Im/xI,L,. d>. .a.:,7 ..b” _\ ,: ‘ _,__ “;*c ,.,, ._: .““b?, r.;:-*+,.$,~ *.,.,:: ,< ,j Lb, .~ 1.1,; ,:‘, __ . . ,, -, _, I il 

to the guidance document. 

FOR FURTHER INF~RMATIQN CONTACT: Joseph McCallion, Office of Regulatory I .,. 

Affairs (HFC-170), Food and D,rug Administration, 5600 Fishers Lane, 

Rockville,MD 20857,301-443-6553. 

SUPPLEMENTARY INFORMATION: j .I * “. : ,” i. __I 1 .,_. )_r ,, 

I. Background 

FDA is announci~ng the availability of a final guidance for FDA Field 

Offices entitled “Regulatory Procedures Manual, Chapter 9, Subchapter, 

‘Import for Export’.” 

Section 322 of the Public Health Sem&ty and Bioterrorism Preparedness 

and Response Act of 2662, Public Law 107-188, signed into law on June 12, 

2002, amended section. 801(d)[3) of the act (21 U.S.C. 381). The amended 

provision requires submission of &ain.info.rmation when certain articles ,Wse~. ,.a.; . - *:-s”$,-$;;~“- ‘;&b~*>;~~ ‘,.,“&‘.9,,~ +y,.+ ‘“^I ..p .* -, I * ,. 

offered for import into the Unit,ed States. TheamendeWd provision. is effective 

September 9, 2002. 

The final guidance covers thescope of articles that canbe,offer.ed under, 

section 801(d)(3) of the act and the information required by the statutory 

provision to be sub,mitted when certain articles are offered as “import for ~,‘,.s.iu*.... . 4 -.svi:se ,._ >..J ^I SI ,‘;;. ,L<, * -:,- _>~ :r;,, .;:;r-;.,;~,.,s;. ,<;.;:.,“‘,, :r<i ” i 1 

export. ” The final guidance provides examples of documentation that will, 

assist the FDA field,offices in ,m&ng a aetermination that.,:t,bq3 appropriate 



statements and information. have been submitted .a$ ~~~eth:ef..th~::~~~ry should 

be allowed as an “import for export” or refused admission. T&final guidance 

also provides information on the meaning of the terms “further processing” 

and “incorporated” to be used by the FDA field offices in making 

determinations on the entry of products. Direction on internal agency 

procedures for processing “import for export ” entries is included in the, final 

guidance. 

This final guidance is being issued consistent with FD,A’s good guidance 

practices (GGPs) regulation (21 CFR 10.115). It is being implemented 

immediately without prior public comment, under § 10.115(g)(2), because of 

the agency’s urgent need to provide guidance on the implementation of section 

322 of the Bioterrori,sm Act, which is effective September 9, 2002, only 90 days 

after the statute’s enactment. Hovever, pursuant to GGPs, FDA requests 

comments on the guidance and will revise the document, if appropriate. The 

guidance represents the agency’s current thinking on “Regulatory Procedures 

Manual, Chapter 9, Subchapter, ‘Import for Export”’ and is intended,to provide 

uniform procedures for handling such importations by all FDA Field Offices. 

It does not create,or. confer any rights for or on any person and does not -operate 

to bind FDA or the public. An alternative approach may be used if such 

approach satisfies the requirements of the applicable statutes, and,regulations. 

II. Comments 

Interested persons may submit to the,Dockets Management Branch (see 

ADDRESSES) written or electronic% comments,Lon the guidance. Two copies of 

any comments are to be submitted, except that individuals may submit one 

copy. Comments are, to be identified with the docket number found in brackets _. _. c,/ _ _ *,.-“.+ “-,.*., .,_. ~., . i.i *i-73, 4 r .a.*,-i:.r ., ->> 4 <,‘a .,,<: i”,“” *c ;I .F .,,q’*<*. ./-” .:r-:,.. ;/_j” j, i”, ; _ , .z ,;;;, _ .:” ., 

in the heading .of this document., The guidance and received comments are, 
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available for public examination i,n the~.Q&$& .v&pgement Branch between 

9 a.m. and 4 p.m., Monday through Friday. 
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III. Electronic Acce+ 

L ,._, _” _,. ” : “, _. . ” 
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Persons with access to the Infernet may obtain the document @either _ 

http:llwww.fda.govlora/compliance~ref/rpm~new2/ or &tp:llwww.fda.govl 

ohrms/dockets/default.htm ._, __l ,, . . ., - 

September 6, 2002. 

Margaret M. Dotzel, 
Associate Commissioqe,? fpr lf'qlicy. 

[FR Dot. 0%????? Filed ??~??+z; 8:45 am] 
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